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REMARKS 



Claims 22 and 23 are pending in the instant application. 
Claims 22 and 23 have been rejected. Claim 23 has been canceled. 
Reconsideration is respectfully requested in light of the following 
remarks . 

I . Election/Restriction 

Applicants respectfully acknowledge that the Examiner has made 
the restriction requirement final, therefore claim 23 has been 
canceled- Applicants reserve the right to file a continuation 
application directed to this subject matter- 

II. Rejection of Claims Under 35 U-S.C. 112, First Paragraph 

Claim 22 has been rejected under 35 u.S.C. 112, first 
paragraph, because the subject matter was not described in the 
specification in such a way as to reasonably convey to one skilled 
in the art that the inventor had possession of the claimed 
invention. The Examiner suggests that the specification does not 
provide sufficient description of the chemical structure of PTP-1B 
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inhibitors to demonstrate possession of the claimed invention at 
the time of filing. 

It is further suggested that claim 22 contains subject matter 
which was not described in the specification in such a way as to 
enable one skilled in the art to make and or use the invention. 
The Examiner suggests that the specification fails to provide 
teachings or guidance with particularity for any specific 
inhibitors that would be capable of treating obesity. Applicants 
respectfully disagree. 

The enablement requirement of 35 u.S.C. 112 , first paragraph, 
requires that the specification describe how to make and use the 
invention,, see MPEP §2164. Compliance with the enablement 
requirement of 35 U.S.C, §112, first paragraph, does not turn on 
whether an example is disclosed. An example may be "working" or 
"prophetic." A working example is based on work actually 
performed. A prophetic example describes an embodiment of the 
invention based on predicted results rather than work actually 
conducted or results actually achieved. 

MPEP §2164.02 recites that an in vitro or in vivo animal model 
example in the specification, in effect, constitutes a "working 
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example" if that example "correlates" with a disclosed or claimed 
method invention. If the art is such that a particular model is 
recognized as correlating to a specific condition, then it should 
be accepted as correlating unless the Examiner has evidence that 
the model does not correlate. The initial burden is on the 
Examiner to give reasons for the lack of enablement; the Examiner 
must also give reasons for a conclusion of lack of correlation for 
an in vitro or in vivo animal model example. 

Claim 22 is drawn to a method of treating obesity comprising 
administering an inhibitor of the enzymatic activity of FTP-IB to 
an obese mammal. Applicants respectfully submit that the entire 
specification is directed to methods of identification, of PTP-1B 
inhibitors- The specification describes a mouse model on pages 5- 
12. Based upon the results demonstrated by the knockout mouse of 
the present invention, inhibitors of the enzymatic activity of PTP- 
1B that will be useful in modulating the activity of the insulin 
receptor in living mammals for use in the treatment of obesity can 
be identified as described on page 12, lines 3-9. The present 
invention also provides a method of identifying inhibitors of 
enzymatic activity of PTP-1B, see page 13 , lines 3-11. The present 
invention also provides a method of screening or identifying 
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inhibitors of enzymatic activity of PTP-1B protein by transfecting 
a cell with DNA encoding the human PTP-1B protein, see page 13, 
lines 22-33. Further provided is a method of determining whether a 
substance regulates obesity in a mammal, see page 16, lines 18 
through page 18, line 25. Therefore, Applicants have explicitly 
taught how one of skill can identify and use inhibitors of PTP-1B. 

The Examiner has further rejected claim 22 under 35 O.S.'C. 
112, first paragraph, as containing subject matter which was not 
described in the specification in such a way as to enable one of 
skill to make and use the invention. It is suggested that the 
specification does not provide teachings for administration of such 
inhibitors which would not cause grievous . harm to an individual as 
well as the unpredictable state of the art of weight reduction. It 
is suggested that it would require undue experimentation to make 
and use the invention. Applicants respectfully disagree 

MPEP §2107.03 states that it is improper for Office personnel 
to request evidence of safety in the treatment of humans, or 
regarding the decree of effectiveness. See In re Sichert, 566 F.2d 
1154, 196 USPQ 209 (CCPA 1977); In re Hartop, 311 F.2d 249, 135 
USPQ 419 (CCPA 1962); In re Anthony, 414 F.2d 1383, 162 USPQ 594 
(CCPA 1969}; In re Watson, 517 F.2d 465, 186 USPQ 11 (CCPA 1975); 
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In re Kriwmel, 292 F.2d 948, 130 USPQ 215 (CCPA 1961); tx parte 
jovanovics, 211 USPQ 907 (Bd, Pat, App. & Inter. 1981). Therefore, 
Applicants respectfully submit that this is an improper rejection. 

Further, the specification clearly shows that the KO mouse has 
a remarkably normal phenotype, as supported throughout the 
specification and at page 12, lines 28-29. This normal phenotype 
is evidence that an inhibitor is not likely to cause grievous harm. 
As acknowledged by both the Applicants and the Examiner on page 7 
of the action, the "substrates of PTP-lb, insulin receptor, is 
involved in more than just sugar uptake". The other actions of 
PTP-lb knockout or inhibition are either benign or serve to simply 
enhance the effects on obesity or diabetes. Administration of such 
inhibitors would not cause grievous harm to an individual. 

Since the phenotype at issue is so benign, the therapeutic 
window is not narrow. Therefore, choosing a precise dosing regimen 
for weight reduction is not critical to the invention. This is a 
clear advantage in the treatment of any disease. As recited on 
page 19, lines 31-33, one of ordinary skill can readily determine 
the effective amount of the composition required to prevent, 
counter or arrest the progress of obesity. Thus, there would not 
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be any undue experimentation associated with dosage selection of 
the present invention. 

Withdrawal of the rejections under 35 U.S.C. §112, first 
paragraph is therefore respectfully requested, in light of the 
foregoing arguments. 

III. Rejection of Claim 22 Under 35 U.S.C. §112, Second Paragraph 

Claim 22 has been rejected Under 35 U.S.C. §112, second 
paragraph as being indefinite for failing to particularly point out 
and distinctly claim the subject matter which the Applicants regard 
as the invention. The claim is drawn to a method of treating 
obesity comprising administering an inhibitor of the' enzymatic 
activity of PTP-1B to an obese mammal. The Examiner suggests that 
no clear and defined steps are recited. It is suggested that while 
minute details are not required in method claims, at least the 
basic steps must be recited in a positive active fashion. It is 
further suggested that the term "inhibitor" is vague and 
indefinite, as the specific structure of any particular inhibitor 
could not be envisioned. Applicants respectfully disagree. 

First, claim 22 is definite in that it sets forth the active 
positive step of administering an inhibitor of the enzymatic 
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activity of PTP-1B to an obese mammal. While multiple steps are 
not recited, the claimed step is clear and defined. 

Further, the term "inhibitor" is well known and understood in 
the art. Claim 22 clearly recites an "inhibitor of the enzymatic 
activity of FTP-IB". As defined in Webster's New World Stedman's 
Concise Medical Dictionary, 1987, New World Dictionaries/Prentice 
Hall Press New York, New York, an inhibitor is "an agent that 
restrains or retards physiologic, chemical, or enzymatic action". 
Thus, it is clear that an inhibitor of the enzymatic activity of 
PTP-1B, would be an agent that restrains or retards enzymatic 
action of PTP-1B. Furthermore, page 12, lines 5-8, of the 
specification clearly recites that inhibitors of the- enzymatic 
activity of PTP-1B are "useful in modulating the activity of the 
insulin receptor in living mammals". 

Withdrawal of these rejections is respectfully requested. 

IV. Conclusion 

Applicants believe that the foregoing comprises a full and 
complete response to the Office Action of record. Accordingly, 
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favorable reconsideration and subsequent allowance of the pending 
claim is earnestly solicited. 

Respectfully submitted, 



Jane Massey Licata 
Registration No. 32,257 



Date: T^ 1 28 - 2003 

Licata & Tyrrell P.C. 
66 E. Main Street 
Marlton, New Jersey 08053 

856-810-1515 



RECEIVED 
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